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Office Action Summary 


Application No. 

09/912,008 


Applicant(s) . 

of 


GRAYZEL ET AL. 


Examiner Art Unit 

< Vy Q. Bui I 3731 

. The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely Hied 

ff thLoeri 0 d\or°rep^ ^^l^^f^^n the statutory minimum of thirty (30) days will be considered time.y. 

I [ — um » ^ and Wi " eXpke S ' X (6) COmmUnlCat, ° n - 

- Failure to reply within the set or extended period for reply will, by statute, cause the applicat.on to become ABANDONED (35 U S.C. §133). 

- Any reply received by the Office later than three months after the mailing date of this commun.cation, even if t.mely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 10/28/2002 (IDS) . 
2a)Q This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) KI Claim(s) 1-47 is/are pending in the application. 

4a) Of the above claim(s) 24-32 and 41-47 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IE Claim(s) 1-4.8-23 and 33-40 is/are rejected. 

7) [X] Claim(s) 5J_ is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)QAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) 

1) B Notice of References Cited (PTO-892) 4) § Interview Summary (PTO-413) Paper No(s). 9 . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) S Information Disclosure Statement(s) (PTO-1449) Paper No(s) 2, 3 , 8 . 6) □ Other: 
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DETAILED ACTION 
Election/Restrictions 

During a telephone interview on 12/27/2002 with the Applicants representative, 
Mr. Mlynar, the Applicants have requested that claims 1-23 and 33-40 (directed to a 
balloon having continuous or discontinuous stiffening members) being examined on the 
merit and claims 24-32 and 41-47 (directed to a combination of a balloon and a stent) 
being withdrawn from further consideration without traverse or prejudice. The 
Applicants reserve the right to claims 24-32 and 41-47 in other application(s). 

The Applicants' request has been accepted. 

Affirmation of this request must be made by the applicants in replying to this 
"Office Action". 

Claims 24-32 and 41-47 are withdrawn from further consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .1 7(i). 

Specification 

Claims 5-6 are objected to because of the following informalities: the phrases 
"the stiffening members overlaps another one of the stiffening members" (claim 5) and 
"at least one of the stiffening members interdigitates with another one of the stiffening 
members" (claim6) are not clearly defined in the specification. Clarification is required. 
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Claim Rejections - 35 USC § 102 


1 The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
otat6s. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) do not apply to the examination of this application as the application 
being examined was not (1) filed on or after November 29, 2000, or (2) voluntarily 
published under 35 U.S.C. 122(b). Therefore, this application is examined under 35 
U.S.C. 102(e) prior to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

2. Claims 1-2, 4, 8-9, 11-14, 16-20, 23, 33-35, and 37-40 are rejected under 35 
U.S.C. 102(e) as being anticipated by VIGIL et al (6,102,904). 

As to claims 1-2, 4 and 8-9, VIGIL (Fig. 2-4e and 6) discloses a device for 
treating a stenosis and dilating a lumen of a blood vessel. VIGIL device comprises 
balloon- 16/18 of an flexible material such as a polyethylene terephthalate or PET 
(column 6, lines 56-58), longitudinal stiffening members 20 with base 40 of nickel 
(column 7, lines 44-45) arranged longitudinally aligned and in a grid pattern. Stiffening 
members 20 have a geometric shape of a cone (Fig. 4B) or a tubular body (Fig. 4A). As 
a cone or a tubular body, stiffening members 20 have curved cross-sections. 

As to claims 11-14, VIGIL (Figs. 4A-4E) discloses stiffening members 20 
including smooth raised surfaces 42/46, and stiffening members 20 are pointed (Figs. 
4C-4E) or sharp (Fig. 3A and 7) to pierce/cut an occlusion. 

As to claim 16, VIGIL (Fig. 2-3A) shows stiffening members 20 disposed in a 
central section of balloon 18. 
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As to claims 17-20, VIGIL (Figs. 2-4E) shows stiffening members 20 comprises 
raised surfaces 42/46 as means for engaging an occlusion in a lumen or means for 
piercing an occlusion in a lumen or means for temporarily retaining a stent/stent-graft. 

As to claim 23, VIGIL (Figs. 5A-5B) shows stiffening members 20 are disposed 
on a sheet of material 50. 

As to claims 33-35, and 38-39, VIGIL (Fig. 5A-5B) discloses a device for treating 
a stenosis and dilating a lumen of a blood vessel. VIGIL device comprises balloons 
16/18 of an flexible material such as a polyethylene terephthalate or PET (column 6, 
lines 56-58), longitudinal stiffening members 20 with bases 50 (Fig. 5A-5B) arranged 
along a perimeter of balloon 18. Stiffening members 20 comprise truncated cones (Fig. 
4B) having raised surfaces being substantially pointed/sharp (Fig. 5A) as means for 
engaging/piercing an occlusion in a lumen of a blood vessel. 

As to claim 37, stiffening members 20 are disposed in the central section of 
balloon 18. 

As to claim 40, longitudinal stiffening members 20 disposed on a sheet of 
material 50 (Fig. 5A-5B). 

3. Claims 1 and 21 are rejected under 35 U.S.C. 102(b) as being anticipated by 
SPAHN (3,779,201). 

As to claims 1 and 21, SPAHN (Fig. 1-2; column 2, lines 17-22) shows balloon 11 
of flexible material such as a plastic (abstract, line 2; claim 1 ) and 4 stiffening 
members/ribs 18 disposed longitudinally inside balloon 11 and discontinuous in the 
middle section of balloon 11 for reinforcing the balloon (column 2, lines 37-46). The 
stiffening members 18 shown in Fig. 2 as solid hence are less flexible than balloon 1 1 in 
longitudinally direction. Stiffening members 18 are located within balloon 1 1 and 
abutting the inner surface of balloon 1 1 (Fig. 2). 
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Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 3 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
VIGIL et al (6,102,904) in view of BARATH et al (5,242,397). 

As to claims 3 and 22, VIGIL discloses substantially all structural limitations as 
recited in the claim, except for the stiffening members arranged in a staggered 
configuration and radio opaque marker. It is well known to provide a radio opaque 
material on a device such as a stent, a catheter, or a balloon for monitoring the device 
during deployment inside a patient. For example, BARATH (Fig. 2A) shows stiffening 
members 10 arranged in a staggered configuration and radio opaque platinum marker 9 
for monitoring the location of balloon 1 during deployment inside a patient. In view of 
BARATH, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to arrange stiffening members 20 of VIGIL in a staggered 
configuration and provide a radio opaque marker to one of the stiffening element so as 
to keep track of the location of the balloon 16/18 during deployment of the balloon inside 
a patient. 


3. Claims 10, 15 and 36 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over VIGIL etal (6,102,904) in view of BOOTH et al. (5,653,690). 

As to claim 10, VIGIL-904 does not disclose the stiffening members 20 having a 
polygonal cross section. However, BOOTH (Fig. 29) shows balloon 240 having 
stiffening members 244 of a polygonal cross section for retention enhancement 
(abstract, lines 3-7). It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to make the stiffening members 20 of VIGIL-'904 to have 
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polygonal cross section, as this configuration would provide another suitable 
configuration for retention enhancement. 

As to claims 15 and 36, VIGIL-'904 discloses substantially all structural 
limitations as recited in the claim, except for a saw-tooth configuration. However, 
BOOTH (Fig. 28) shows balloon 200 having stiffening members 244 of a saw-tooth 
configuration for retention enhancement (abstract, lines 3-7). It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to make the 
stiffening members 20 of VIGIL-'904 to have a saw-tooth configuration, as this 
configuration would provide another suitable configuration for retention enhancement. 


Claim 7 is objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 


Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Vy Q. Bui whose telephone number is 703-306-3420 
and whose email is vy.bui@uspto.gov. The examiner can normally be reached on 
Monday-Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Milano can be reached on 703-308-2496. The fax phone numbers 
for the organization where this application or proceeding is assigned are 703-308-2708 
for regular communications and 703-308-2708 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0858. 


Allowable Subject Matter 


Conclusion 



VQB 


12/27/2002. 


